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The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

- ff NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S C § 133) 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )H Responsive to communication(s) filed on 04 October 2004 . 
2a)Q This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ES Claim(s) 1-6. 12-21.24.26-30.44-50 and 62 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

SM Claim(s) 1-5. 12-1 '6.20.21. 24.26-30 [44 .45 and 62 is/are allowed. 

6) D Claim(s) 17-19 and 46 is/are rejected. 

7) D Claim(s) 48 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 185(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) U Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-1 52) 
Paper No(s)/Mail Date . 6) [J otner: 
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DETAILED ACTION 
Election/Restrictions 

The withdrawn method claims are rejoined, now having all the limitations of 
allowable product claims. 

Claim Rejections - 35 USC §112 

Claims 17-19 and 46 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. The requirement for deposit is maintained, and applied to claim 46. 

Claims 17-19 and 46 require use of several specific plasmids, therefore in order 
to practice the invention as claimed, it is essential that the practitioner has access to all 
of these plasmids. Applicant argues that all of the plasmids recited in the claims, or the 
parents from which they were derived, were known prior to the priority date of the 
application, as evidenced by "the enclosed publications" (which apparently were not 
provided). 

To quote from MPEP2164: 

The information contained in the disclosure of an application must be sufficient to 
inform those skilled in the relevant art how to both make and use the claimed 
invention... Any analysis of whether a particular claim is supported by the disclosure 
in an application requires a determination of whether that disclosure, when filed, 
contained sufficient information regarding the subject matter of the claims as to 
enable one skilled in the pertinent art to make and use the claimed invention. 
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In this case, the specification omits an enabling disclosure of some essential 
starting materials, and provides no guidance as to where the artisan could obtain the 
starting materials or where the artisan could obtain information about the starting 
materials. While an application need not teach, and preferably omits, what is well known 
in the art, in this case the main source of information for essential starting materials 
appears to be disclosure somewhere in an international patent which is not even 
mentioned in the instant specification. This falls short of the standard of "well known in 
the art." 

To also quote from MPEP 2404: 

There are many factors that may be used as indicia that a biological material is 
known and readily available to the public. Relevant factors include commercial 
availability, references to the biological material in printed publications, declarations 
of accessibility by those working in the field, evidence of predictable isolation 
techniques, or an existing deposit made in accordance with these rules. Each 
factor alone may or may not be sufficient to demonstrate that the biological 
material is known and readily available. (Emphasis added.) 

Therefore the rejection is maintained, and also applied to claim 46 after 

rejoinder. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 47, 49-50 are rejected under 35 U.S.C. 101 because the claimed 
invention encompasses non-statutory subject matter. It has come to the examiner's 
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attention that claims 47, 49-50 could conceivably be construed as reading upon cells in 
an intact human; under this interpretation the claims would encompass nonstatutory 
subject matter. This issue could be obviated if claim 47 was amended to recite "An 
isolated recombinant host cell..." 

Allowable Subject Matter 

Claims 1-5 12-16 20 21 24 26-30 44 45 62 are allowed. 

Claim 48 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims, or if parent claim 47 is amended to overcome 
the 101 rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mary E. Mosher, Ph.D. whose telephone number is 571- 
272-0906. The examiner can normally be reached on M-T and alternate F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Housel can be reached on 571-272-0902. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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